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DETAILED ACTION 
Information Disclosure Statement 

1. The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1.98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609 A(l) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, 
unless the references have been cited by the examiner on form PTO-892, they have not been 
considered. 

Drawings 

2. The drawings are objected to under 37 CFR 1.83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, the articulatingly mounted second 
cuff (claim 8); the articulatingly mounted hand pad (claim 17); and the locking assembly (claim 
23) must be shown or the feature(s) canceled from the claim(s). No new matter should be 
entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate 
figure must be removed from the replacement sheet, and where necessary, the remaining 
figures must be renumbered and appropriate changes made to the brief description of the 
several views of the drawings for consistency. Additional replacement sheets may be necessary 
to show the renumbering of the remaining figures. Each drawing sheet submitted after the 
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filing date of an application must be labeled in the top margin as either "Replacement Sheer or 
"New Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 

Specification 

3. The specification is objected to as failing to provide proper antecedent basis for the 
claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01(o). Correction of the 
following is required: The specification lacks antecedent basis for the subject matter of claims 8 
and 17. 

4. The abstract of the disclosure is objected to because the phrase "The present invention 
provides" should be deleted because it is redundant and can be inferred from the abstract. 
Correction is required. See MPEP § 608.01(b). 

Claim Objections 

5. Claims 13 and 21 are objected to because of the following informalities: 

In line 1 of claim 13 it appears that the word "removable" should be replaced with 
-removably--. 

In line 1 of claim 21, the term "manualably" is unknown. It is suggested that this term be 
replaced with -manually-. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

6. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 



Application/Control Number: 10/795,892 Page 4 

Art Unit: 3743 

art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

7. Claims 8 and 17 are rejected under 35 U.S.C 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/ or use the invention. 

Claims 8 and 17 recite that the second cuff/hand pad is mounted to the second arm 
member "articulatingly". This has not been described in the specification sufficiently to allow 
one skilled in the art to make and/ or use the invention. The specification discloses a second 
cuff/hand pad (34, 38) attached to the second arm member (14). The specification further 
discloses that the cuff/hand pad may be slidable on the arm. However, the specification does 
not disclose that the cuff/ hand pad is articulatingly mounted on the arm, and such a mounting 
appears contrary to the desired function of the cuff/hand pad. The function of the second 
cuff/hand pad is to secure the body portion to the second arm member and allow sliding 
movement thereon, such that the cuff/hand pad is fastened tightly enough around the body 
portion, so that the second arm member may apply force to the second body portion without 
having the cuff/hand pad slide along the body portion. Such an articulating arrangement 
would seem to introduce an amount of movement and instability not allowed by the disclosed 
embodiment of the device. 

Claim Rejections - 35 USC §102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

9. Claims 1-8, 18-21, 23-27 are rejected under 35 U.S.C. 102(b) as being anticipated by U.S. 
Patent Number 6,113,562 to Bonutti et al. 

Bonutti et al. disclose an orthosis for stretching tissue around the shoulder and elbow 
joints of a patient between first and second relatively pivotable body portions (upper arm, 
lower arm), comprising: 

a first arm member (150) affixable to the first body portion (upper arm) and including a 
first extension member (152) extending therefrom; 

a second arm member (102) affixable to the second body portion and including a second 
extension member (240) having an arcuate shape extending therefrom, the second extension . 
member (240) is operatively connected to the first extension member (152; see Figure 2) and 
travels along an arcuate path through the first extension member when the second arm member 
is moved from a first position to a second position relative to the first arm member. 

Regarding claims 2-4, the orthosis further comprises a first cuff (160) attached to the first 
arm member (150). The first cuff is fastenable about the first body portion tightly enough that 
the first arm member may apply a force to the first body portion without having the first cuff 
slide along the first body portion. The first cuff is slidably mounted to the first arm member 
(cuff 160 affixed to 164, which is affixed to 154, which telescopically slides relative to 152). 

Regarding claims 5-7, the orthosis further comprises a second cuff (126) attached to the 
second arm member (102). The second cuff is fastenable about the second body portion tightly 
enough that the second arm member may apply a force to the second body portion without 
having the second cuff slide along the second body portion. The second cuff is slidably 
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mounted to the second arm member (cuff 126 affixed to 106, which telescopically slides relative 
to 104). 

Regarding claim 8, the second cuff is considered to be "articulatingly" mounted to the 
second arm member. Inasmuch as Applicant has not defined or described this connection, the 
second cuff (126) is considered to articulate about second arm member (102), at fasteners (108). 
Cuff member (126) is capable of pivoting about the fasteners (108) as the lower arm is rotated. 

Regarding claims 18-21, the orthosis further comprises a drive assembly (294, 296, 286, 
284, 256) on the first extension member (152), the drive assembly engaging the second extension 
member (240) for selectively moving the second arm member with respect to the first arm 
member. The drive assembly includes a gear (256). The second extension member includes a 
plurality of teeth (250) for engaging the gear. The gear is manually rotatable (by 294) for 
selectively moving the second arm member with respect to the first. 

Regarding claim 23, Bonutti et al. disclose a "locking assembly' 7 that prevents movement 
of the gear absent rotation via the ratchet (see column 11, line 63 to column 12, line 6). 

Regarding claims 24-29, the elbow joint defines a first plane substantially orthogonal to a 
longitudinal axis of the first arm member and a second plane substantially parallel to the 
longitudinal axis of the first arm member. The first extension member can extend from the first 
arm member, such that the operative connection of the first and second extension members can 
lie in the first plane, in front of the first plane or behind the first plane (see column 9, lines 43-55; 
"offset to one side"). 

10. Claims 1-3, 5-6, 18-22, 24 and 26 are rejected under 35 U.S.C 102(b) as being anticipated 
by U.S. Patent Number 5,376,091 to Hotchkiss et al. 
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Hotchkiss et al. disclose an orthosis for stretching tissue around the shoulder and elbow 
joints of a patient between first and second relatively pivotable body portions (lower arm, 
upper arm), comprising: 

a first arm member (40; right side in Figure 14) affixable to the first body portion (lower 
arm) and including a first extension member (32) extending therefrom; 

a second arm member (40; left side in Figure 14) affixable to the second body portion 
and including a second extension member (30) having an arcuate shape extending therefrom, 
the second extension member (30) is operatively connected to the first extension member (32; 
see Figure 16) and travels along an arcuate path through the first extension member when the 
second arm member is moved from a first position to a second position relative to the first arm 
member. 

Regarding claims 2-3, the orthosis further comprises a first cuff (38) attached to the first 
arm member (40R). The first cuff is fastenable about the first body portion tightly enough that 
the first arm member may apply a force to the first body portion without having the first cuff 
slide along the first body portion. 

Regarding claims 5-6, the orthosis further comprises a second cuff (58) attached to the 
second arm member (40L). The second cuff is fastenable about the second body portion tightly 
enough that the second arm member may apply a force to the second body portion without 
having the second cuff slide along the second body portion. 

Regarding claims 18-22, the orthosis further comprises a drive assembly (72, 76, 74) on 
the first extension member (32), the drive assembly engaging the second extension member (30) 
for selectively moving the second arm member with respect to the first arm member. The drive 
assembly includes a gear (74). The second extension member includes a plurality of teeth (see 
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Figures 14-16) for engaging the gear. The gear is manually rotatable (by 76), or controlled by a 
motor (see column 6, 1 st paragraph), for selectively moving the second arm member with 
respect to the first. 

Regarding claims 24 and 26, the elbow joint defines a first plane substantially orthogonal 
to a longitudinal axis of the first arm member and a second plane substantially parallel to the 
longitudinal axis of the first arm member. The first extension member can extend from the first 
arm member, such that the operative connection of the first and second extension members can 
in front of the first plane. 

11. Claims 1-3, 5-6, 8-15, 18-28 are rejected under 35 U.S.C. 102(b) as being anticipated by 
U.S. Patent Number 5,848,979 to Bonutti et al. 

Bonutti et al. disclose an orthosis for stretching tissue around a joint of a patient between 
first and second relatively pivotable body portions (lower arm, hand), comprising: 

a first arm member (24, 26) affixable to the first body portion (lower arm) and including 
a first extension member (158) extending therefrom; 

a second arm member (110/112) affixable to the second body portion and including a 
second extension member (48) having an arcuate shape extending therefrom, the second 
extension member (48) is operatively connected to the first extension member (158) and travels 
along an arcuate path through the first extension member when the second arm member is 
moved from a first position to a second position relative to the first arm member. 

Regarding claims 2-3, the orthosis further comprises first cuffs (44, 136) attached to the 
first arm member (24, 26). The first cuff is fastenable about the first body portion tightly enough 
that the first arm member may apply a force to the first body portion without having the first 
cuff slide along the first body portion. 
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Regarding claims 5-6, the orthosis further comprises a second cuff (122, 130) attached to 
the second arm member (110/112). The second cuff is fastenable about the second body portion 
tightly enough that the second arm member may apply a force to the second body portion 
without having the second cuff slide along the second body portion. 

Regarding claim 8, the second cuff is considered to be "articulatingly" mounted to the 
second arm member. Inasmuch as Applicant has not defined or described this connection, the 
second cuff (126) is considered to articulate about second arm member (102), at rivets. Cuff 
member (126) is capable of pivoting about the rivets cuff is released. 

Regarding claims 9-15, the second arm includes a hand pad (123) attached to the arm. 
The second body portion is a hand of the patient and the hand pad is fastenable about the hand 
of the patient tightly enough that the second arm member may apply a force to the hand of the 
patient without having the hand pad slide along the hand of the patient. The hand pad includes 
a convex surface for engaging a palm portion of the hand of the patient (see Figure 9; upper 
right portion of hand pad is convex). The hand pad includes a concave surface for engaging a 
back surface of the hand of the patient (see Figure 9; bottom of hand pad is convex). The hand 
pad is capable of being removed from the second arm member. The orthosis of claim 9, wherein 
the hand pad is slidably mounted to the second arm member. 17. The orthosis of claim 9, 
wherein the hand pad is articulatingly mounted to the second arm member. 

Regarding claims 18-22, the orthosis further comprises a drive assembly (34) on the first 
extension member (158), the drive assembly engaging the second extension member (48) for 
selectively moving the second arm member with respect to the first arm member. The drive 
assembly includes a gear (56). The second extension member includes a plurality of teeth (219) 
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for engaging the gear. The gear is manually rotatable (by 60) for selectively moving the second 
arm member with respect to the first. The orthosis further comprises a motor. 

Regarding claim 23, Bonutti et al. disclose a ''locking assembly" that prevents movement 
of the gear absent rotation via the knob. 

Regarding claims 24-27, the elbow joint defines a first plane substantially orthogonal to a 
longitudinal axis of the first arm member and a second plane substantially parallel to the 
longitudinal axis of the first arm member. The first extension member can extend from the first 
arm member, such that the operative connection of the first and second extension members can 
lie in the first plane, in front of the first plane or behind the first plane (see horizontal movement 
permitted by 160, which allows operative connection at a variety of positions relative to said 
axis). 

Regarding claim 28, the first extension member (158) is pivotably connected to at least 
part of the first arm member (26). 

Claim Rejections - 35 USC § 103 

12. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

13. Claim 22 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bonutti et al in 
view of U.S. Patent Number 5,376,091 to Hotchkiss et al. 

Bonutti et al. disclose an orthosis comprising a first arm member affixable to a first body 
portion and including a first extension member extending therefrom and a second arm member 
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affixable to the second body portion and including a second extension member having an 
arcuate shape extending therefrom, wherein the second extension member is operatively 
connected to the first extension member and travels along an arcuate path through the first 
extension member when the second arm member is moved from a first position to a second 
position relative to the first arm member. Bonutti et al. further disclose a geared drive assembly 
for selectively moving the second arm member with respect to the first. Bonutti et al. do not 
specify that the drive assembly comprise a motor. 

Hotchkiss et al. disclose an orthosis comprising a first arm member affixable to a first 
body portion and including a first extension member, and a second arm member affixable to the 
second body portion and including a second extension member having an arcuate shape 
extending therefrom, wherein the second extension member is operatively connected to the first 
extension member and travels along an arcuate path through the first extension member when 
the second arm member is moved from a first position to a second position relative to the first 
arm member. Hotchkiss et al disclose a geared drive assembly wherein the gear is either 
manually rotated by a crank (76), or is driven by a motor, for effecting continuous. passive 
motion to the joint. 

It would have been obvious to one skilled in the art at the time the invention was made 
to have provided the orthosis disclosed by Bonutti et al., wherein the gear is driven by a motor, 
as taught by Hotchkiss et al., to effect a continuous passive motion to the joint. 

Allowable Subject Matter 
14. Claims 16 and 29-30 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amanda F. Wieker whose telephone number is 571-272-4794. 
The examiner can normally be reached on Monday-Thursday, 7:30 - 5:00 and alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry Bennett can be reached on 571-272-4791. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR, Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 





